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with the incentive limits set out in para-
graph (d)(3), the employer would violate fed-
eral nondiscrimination statutes if that pro-
gram discriminates on the basis of race, sex
(including pregnancy, gender identity,
transgender status, and sexual orientation),
color, religion, national origin, or age. Addi-
tionally, if a wellness program requirement
(such as a particular blood pressure or glu-
cose level or body mass index) disproportion-
ately affects individuals on the basis of some
protected characteristic, an employer may
be able to avoid a disparate impact claim by
offering and providing a reasonable alter-
native standard.

Section 1630.14(d)(6): Inapplicability of the
ADA’s Safe Harbor Provision

Finally, section 1630.14(d)(6) states that the
‘‘safe harbor’’ provision, set forth in section
501(c) of the ADA, 42 U.S.C. 12201(c), that al-
lows insurers and benefit plans to classify,
underwrite, and administer risks, does not
apply to wellness programs, even if such pro-
grams are part of a covered entity’s health
plan. The safe harbor permits insurers and
employers (as sponsors of health or other in-
surance benefits) to treat individuals dif-
ferently based on disability, but only where
justified according to accepted principles of
risk classification (some of which became
unlawful subsequent to passage of the ADA).
See Senate Report at 85-86; House Education
and Labor Report at 137-38. It does not apply
simply because a covered entity asserts that
it used information collected as part of a
wellness program to estimate, or to try to
reduce, its risks or health care costs.

* * * * *
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§1635.1 Purpose.

(a) The purpose of this part is to im-
plement Title II of the Genetic Infor-
mation Nondiscrimination Act of 2008,
42 U.S.C. 2000ff, et seq. Title II of GINA:

(1) Prohibits use of genetic informa-
tion in employment decision-making;

(2) Restricts employers and other en-
tities subject to Title II of GINA from
requesting, requiring, or purchasing ge-
netic information;

(3) Requires that genetic information
be maintained as a confidential med-
ical record, and places strict limits on
disclosure of genetic information; and

(4) Provides remedies for individuals
whose genetic information is acquired,
used, or disclosed in violation of its
protections.

(b) This part does not apply to ac-
tions of covered entities that do not
pertain to an individual’s status as an
employee, member of a labor organiza-
tion, or participant in an apprentice-
ship program. For example, this part
would not apply to:

(1) A medical examination of an indi-
vidual for the purpose of diagnosis and
treatment unrelated to employment,
which is conducted by a health care
professional at the hospital or other
health care facility where the indi-
vidual is an employee; or

(2) Activities of a covered entity car-
ried on in its capacity as a law enforce-
ment agency investigating criminal
conduct, even where the subject of the
investigation is an employee of the
covered entity.

§1635.2 Definitions—general.

(a) Commission means the Equal Em-
ployment Opportunity Commission, as
established by section 705 of the Civil
Rights Act of 1964, 42 U.S.C. 2000e—4.

(b) Covered Entity means an em-
ployer, employing office, employment
agency, labor organization, or joint
labor-management committee.

(c) Employee means an individual em-
ployed by a covered entity, as well as
an applicant for employment and a
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former employee. An employee, includ-
ing an applicant for employment and a
former employee, is:

(1) As defined by section 701 of the
Civil Rights Act of 1964, 42 U.S.C. 2000e,
an individual employed by a person en-
gaged in an industry affecting com-
merce who has fifteen or more employ-
ees for each working day in each of
twenty or more calendar weeks in the
current or preceding calendar year and
any agent of such a person;

(2) As defined by section 304(a) of the
Government Employee Rights Act, 42
U.S.C. 2000e-16c(a), a person chosen or
appointed by an individual elected to
public office by a State or political
subdivision of a State to serve as part
of the personal staff of the elected offi-
cial, to serve the elected official on a
policy-making level, or to serve the
elected official as the immediate advi-
sor on the exercise of the elected offi-
cial’s constitutional or legal powers.

(3) As defined by section 101 of the
Congressional Accountability Act, 2
U.S.C. 1301, any employee of the House
of Representatives, the Senate, the
Capitol Guide Service, the Capitol Po-
lice, the Congressional Budget Office,
the Office of the Architect of the Cap-
itol, the Office of the Attending Physi-
cian, the Office of Compliance, or the
Office of Technology Assessment;

(4) As defined by, and subject to the
limitations in, section 2(a) of the Presi-
dential and Executive Office Account-
ability Act, 3 U.S.C. 411(c), any em-
ployee of the executive branch not oth-
erwise covered by section 717 of the
Civil Rights Act of 1964, 42 U.S.C. 2000e—
16, section 15 of the Age Discrimination
in Employment Act of 1967, 29 U.S.C.
633a, or section 501 of the Rehabilita-
tion Act of 1973, 29 U.S.C. 791, whether
appointed by the President or any
other appointing authority in the exec-
utive branch, including an employee of
the Executive Office of the President;

(6) As defined by, and subject to the
limitations in, section 717 of the Civil
Rights Act of 1964, 42 U.S.C. 2000e-16,
and regulations of the Equal Employ-
ment Opportunity Commission at 29
CFR 1614.103, an employee of a federal
executive agency, the United States
Postal Service and the Postal Rate
Commission, the Tennessee Valley Au-
thority, the National Oceanic and At-
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mospheric Administration Commis-
sioned Corps, the Government Printing
Office, and the Smithsonian Institu-
tion; an employee of the federal judi-
cial branch having a position in the
competitive service; and an employee
of the Library of Congress.

(d) Employer means any person that
employs an employee defined in
§1635.2(c) of this part, and any agent of
such person, except that, as limited by
section 701(b)(1) and (2) of the Civil
Rights Act of 1964, 42 U.S.C. 2000e(b)(1)
and (2), an employer does not include
an Indian tribe, or a bona fide private
club (other than a labor organization)
that is exempt from taxation under
section 501(c) of the Internal Revenue
Code of 1986.

(e) Employing office is defined in the
Congressional Accountability Act, 2
U.S.C. 1301(9), to mean the personal of-
fice of a Member of the House of Rep-
resentatives or of a Senator; a com-
mittee of the House of Representatives
or the Senate or a joint committee;
any other office headed by a person
with the final authority to appoint,
hire, discharge, and set the terms, con-
ditions, or privileges of the employ-
ment of an employee of the House of
Representatives or the Senate; or the
Capitol Guide Board, the Capitol Police
Board, the Congressional Budget Of-
fice, the Office of the Architect of the
Capitol, the Office of the Attending
Physician, the Office of Compliance,
and the Office of Technology Assess-
ment.

(f) Employment agency is defined in 42
U.S.C. 2000e(c) to mean any person reg-
ularly undertaking with or without
compensation to procure employees for
an employer or to procure for employ-
ees opportunities to work for an em-
ployer and includes an agent of such a
person.

(g) Joint labor-management committee
is defined as an entity that controls ap-
prenticeship or other training or re-
training programs, including on-the-
job training programs.

(h) Labor organization is defined at 42
U.S.C. 2000e(d) to mean an organization
with fifteen or more members engaged
in an industry affecting commerce, and
any agent of such an organization in
which employees participate and which
exists for the purpose, in whole or in
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part, of dealing with employers con-
cerning grievances, labor disputes,
wages, rates of pay, hours, or other
terms or conditions of employment.

(1) Member includes, with respect to a
labor organization, an applicant for
membership.

(j) Person is defined at 42 TU.S.C.
2000e(a) to mean one or more individ-
uals, governments, governmental agen-
cies, political subdivisions, labor
unions, partnerships, associations, cor-
porations, legal representatives, mu-
tual companies, joint-stock companies,
trusts, unincorporated organizations,
trustees, trustees in cases under title
11, or receivers.

(k) State is defined at 42 U.S.C.
2000e(i) and includes a State of the
United States, the District of Colum-
bia, Puerto Rico, the Virgin Islands,
American Samoa, Guam, Wake Island,
the Canal Zone, and Outer Continental
Shelf lands defined in the Outer Conti-
nental Shelf Lands Act (43 U.S.C. 1331
et seq.).

§1635.3 Definitions specific to GINA.

(a) Family member means with respect
to any individual:

(1) A person who is a dependent of
that individual as the result of mar-
riage, birth, adoption, or placement for
adoption; or

(2) A first-degree, second-degree,
third-degree, or fourth-degree relative
of the individual, or of a dependent of
the individual as defined in
§1635.3(a)(1).

(i) First-degree relatives include an
individual’s parents, siblings, and chil-
dren.

(ii) Second-degree relatives include
an individual’s grandparents, grand-
children, uncles, aunts, nephews,
nieces, and half-siblings.

(iii) Third-degree relatives include an
individual’s great-grandparents, great
grandchildren, great uncles/aunts, and
first cousins.

(iv) Fourth-degree relatives include
an individual’s great-great-grand-
parents, great-great-grandchildren, and
first cousins once-removed (i.e., the
children of the individual’s first cous-

ins).
(b) Family medical history. Family
medical history means information

about the manifestation of disease or

29 CFR Ch. XIV (7-1-16 Edition)

disorder in family members of the indi-
vidual.

(c) Genetic information. (1) Genetic in-
formation means information about:

(i) An individual’s genetic tests;

(ii) The genetic tests of that individ-
ual’s family members;

(iii) The manifestation of disease or
disorder in family members of the indi-
vidual (family medical history);

(iv) An individual’s request for, or re-
ceipt of, genetic services, or the par-
ticipation in clinical research that in-
cludes genetic services by the indi-
vidual or a family member of the indi-
vidual; or

(v) The genetic information of a fetus
carried by an individual or by a preg-
nant woman who is a family member of
the individual and the genetic informa-
tion of any embryo legally held by the
individual or family member using an
assisted reproductive technology.

(2) Genetic information does not in-
clude information about the sex or age
of the individual, the sex or age of fam-
ily members, or information about the
race or ethnicity of the individual or
family members that is not derived
from a genetic test.

(d) Genetic monitoring means the peri-
odic examination of employees to
evaluate acquired modifications to
their genetic material, such as chromo-
somal damage or evidence of increased
occurrence of mutations, caused by the
toxic substances they use or are ex-
posed to in performing their jobs, in
order to identify, evaluate, and respond
to the effects of, or to control adverse
environmental exposures in the work-
place.

(e) Genetic services. Genetic services
means a genetic test, genetic coun-
seling (including obtaining, inter-
preting, or assessing genetic informa-
tion), or genetic education.

(f) Genetic test—(1) In general. ‘‘Ge-
netic test” means an analysis of
human DNA, RNA, chromosomes, pro-
teins, or metabolites that detects
genotypes, mutations, or chromosomal
changes.

(2) Genetic tests include, but are not
limited to:

(i) A test to determine whether some-
one has the BRCAl or BRCA2 variant
evidencing a predisposition to breast
cancer, a test to determine whether
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someone has a genetic variant associ-
ated with hereditary mnonpolyposis
colon cancer, and a test for a genetic
variant for Huntington’s Disease;

(ii) Carrier screening for adults using
genetic analysis to determine the risk
of conditions such as cystic fibrosis,
sickle cell anemia, spinal muscular at-
rophy, or fragile X syndrome in future
offspring;

(iii) Amniocentesis and other evalua-
tions used to determine the presence of
genetic abnormalities in a fetus during
pregnancy;

(iv) Newborn screening analysis that
uses DNA, RNA, protein, or metabolite
analysis to detect or indicate
genotypes, mutations, or chromosomal
changes, such as a test for PKU per-
formed so that treatment can begin be-
fore a disease manifests;

(v) Preimplantation genetic diag-
nosis performed on embryos created
using invitro fertilization;

(vi) Pharmacogenetic tests that de-
tect genotypes, mutations, or chromo-
somal changes that indicate how an in-
dividual will react to a drug or a par-
ticular dosage of a drug;

(vii) DNA testing to detect genetic
markers that are associated with infor-
mation about ancestry; and

(viii) DNA testing that reveals family
relationships, such as paternity.

(3) The following are examples of
tests or procedures that are not genetic
tests:

(i) An analysis of proteins or metabo-
lites that does not detect genotypes,
mutations, or chromosomal changes;

(ii) A medical examination that tests
for the presence of a virus that is not
composed of human DNA, RNA, chro-
mosomes, proteins, or metabolites;

(iii) A test for infectious and commu-
nicable diseases that may be trans-
mitted through food handling;

(iv) Complete blood counts, choles-
terol tests, and liver-function tests.

(4) Alcohol and Drug Testing—

(i) A test for the presence of alcohol
or illegal drugs is not a genetic test.

(ii) A test to determine whether an
individual has a genetic predisposition
for alcoholism or drug use is a genetic
test.

(g8) Manifestation or manifested means,
with respect to a disease, disorder, or
pathological condition, that an indi-
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vidual has been or could reasonably be
diagnosed with the disease, disorder, or
pathological condition by a health care
professional with appropriate training
and expertise in the field of medicine
involved. For purposes of this part, a
disease, disorder, or pathological con-
dition is not manifested if the diag-
nosis is based principally on genetic in-
formation.

§1635.4 Prohibited practices—in gen-
eral.

(a) It is unlawful for an employer to
discriminate against an individual on
the basis of the genetic information of
the individual in regard to hiring, dis-
charge, compensation, terms, condi-
tions, or privileges of employment.

(b) It is unlawful for an employment
agency to fail or refuse to refer any in-
dividual for employment or otherwise
discriminate against any individual be-
cause of genetic information of the in-
dividual.

(c) It is unlawful for a labor organiza-
tion to exclude or to expel from the
membership of the organization, or
otherwise to discriminate against, any
member because of genetic information
with respect to the member.

(d) It is an unlawful employment
practice for any employer, labor orga-
nization, or joint labor-management
committee controlling apprenticeship
or other training or retraining pro-
grams, including on-the-job training
programs to discriminate against any
individual because of the individual’s
genetic information in admission to, or
employment in, any program estab-
lished to provide apprenticeship or
other training or retraining.

§1635.5 Limiting,
classifying.

segregating, and

(a) A covered entity may not limit,
segregate, or classify an individual, or
fail or refuse to refer for employment
any individual, in any way that would
deprive or tend to deprive the indi-
vidual of employment opportunities or
otherwise affect the status of the indi-
vidual as an employee, because of ge-
netic information with respect to the
individual. A covered entity will not be
deemed to have violated this section if
it limits or restricts an employee’s job
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duties based on genetic information be-
cause it was required to do so by a law
or regulation mandating genetic moni-
toring, such as regulations adminis-
tered by the Occupational and Safety
Health Administration (OSHA). See
1635.8(b)(5) and 1635.11(a).

(b) Notwithstanding any language in
this part, a cause of action for dis-
parate impact within the meaning of
section 703(k) of the Civil Rights Act of
1964, 42 U.S.C. 2000e-2(k), is not avail-
able under this part.

§1635.6 Causing a covered entity to
discriminate.

A covered entity may not cause or
attempt to cause another covered enti-
ty, or its agent, to discriminate
against an individual in violation of
this part, including with respect to the
individual’s participation in an appren-
ticeship or other training or retraining
program, or with respect to a member’s
participation in a labor organization.

§1635.7 Retaliation.

A covered entity may not discrimi-
nate against any individual because
such individual has opposed any act or
practice made unlawful by this title or
because such individual made a charge,
testified, assisted, or participated in
any manner in an investigation, pro-
ceeding, or hearing under this title.

§1635.8 Acquisition of genetic infor-
mation.

(a) General prohibition. A covered en-
tity may not request, require, or pur-
chase genetic information of an indi-
vidual or family member of the indi-
vidual, except as specifically provided
in paragraph (b) of this section. ‘“‘Re-
quest’ includes conducting an Internet
search on an individual in a way that is
likely to result in a covered entity ob-
taining genetic information; actively
listening to third-party conversations
or searching an individual’s personal
effects for the purpose of obtaining ge-
netic information; and making re-
quests for information about an indi-
vidual’s current health status in a way
that is likely to result in a covered en-
tity obtaining genetic information.

(b) Exceptions. The general prohibi-
tion against requesting, requiring, or

29 CFR Ch. XIV (7-1-16 Edition)

purchasing genetic information does
not apply:

(1) Where a covered entity inadvert-
ently requests or requires genetic in-
formation of the individual or family
member of the individual.

(i) Requests for Medical Information:

(A) If a covered entity acquires ge-
netic information in response to a law-
ful request for medical information,
the acquisition of genetic information
will not generally be considered inad-
vertent unless the covered entity di-
rects the individual and/or health care
provider from whom it requested med-
ical information (in writing, or ver-
bally, where the covered entity does
not typically make requests for med-
ical information in writing) not to pro-
vide genetic information.

(B) If a covered entity uses language
such as the following, any receipt of
genetic information in response to the
request for medical information will be
deemed inadvertent: ‘“The Genetic In-
formation Nondiscrimination Act of
2008 (GINA) prohibits employers and
other entities covered by GINA Title II
from requesting or requiring genetic
information of an individual or family
member of the individual, except as
specifically allowed by this law. To
comply with this law, we are asking
that you not provide any genetic infor-
mation when responding to this re-
quest for medical information. ‘Genetic
information’ as defined by GINA, in-
cludes an individual’s family medical
history, the results of an individual’s
or family member’s genetic tests, the
fact that an individual or an individ-
ual’s family member sought or received
genetic services, and genetic informa-
tion of a fetus carried by an individual
or an individual’s family member or an
embryo lawfully held by an individual
or family member receiving assistive
reproductive services.”’

(C) A covered entity’s failure to give
such a notice or to use this or similar
language will not prevent it from es-
tablishing that a particular receipt of
genetic information was inadvertent if
its request for medical information was
not ‘‘likely to result in a covered enti-
ty obtaining genetic information’ (for
example, where an overly broad re-
sponse is received in response to a tai-
lored request for medical information).
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(D) Situations to which the require-
ments of subsection (b)(1)(i) apply in-
clude, but are not limited to the fol-
lowing:

(I) Where a covered entity requests
documentation to support a request for
reasonable accommodation under Fed-
eral, State, or local law, as long as the
covered entity’s request for such docu-
mentation is lawful. A request for doc-
umentation supporting a request for
reasonable accommodation is lawful
only when the disability and/or the
need for accommodation is not obvious;
the documentation is no more than is
sufficient to establish that an indi-
vidual has a disability and needs a rea-
sonable accommodation; and the docu-
mentation relates only to the impair-
ment that the individual claims to be a
disability that requires reasonable ac-
commodation;

(2) Where an employer requests med-
ical information from an individual as
required, authorized, or permitted by
Federal, State, or local law, such as
where an employee requests leave
under the Family and Medical Leave
Act (FMLA) to attend to the employ-
ee’s own serious health condition or
where an employee complies with the
FMLA’s employee return to work cer-
tification requirements; or

(3) Where a covered entity requests
documentation to support a request for
leave that is not governed by Federal,
State, or local laws requiring leave, as
long as the documentation required to
support the request otherwise complies
with the requirements of the Ameri-
cans with Disabilities Act and other
laws limiting a covered entity’s access
to medical information.

(ii) The exception for inadvertent ac-
quisition of genetic information also
applies in, but is not necessarily lim-
ited to, situations where—

(A) A manager, supervisor, union rep-
resentative, or employment agency
representative learns genetic informa-
tion about an individual by over-
hearing a conversation between the in-
dividual and others;

(B) A manager, supervisor, union rep-
resentative, or employment agency
representative learns genetic informa-
tion about an individual by receiving it
from the individual or third-parties
during a casual conversation, including

§1635.8

in response to an ordinary expression
of concern that is the subject of the
conversation. For example, the excep-
tion applies when the covered entity,
acting through a supervisor or other
official, receives family medical his-
tory directly from an individual fol-
lowing a general health inquiry (e.g.,
“How are you?”’ or ‘‘Did they catch it
early?”’ asked of an employee who was
just diagnosed with cancer) or a ques-
tion as to whether the individual has a
manifested condition. Similarly, a cas-
ual question between colleagues, or be-
tween a supervisor and subordinate,
concerning the general well-being of a
parent or child would not violate GINA
(e.g., “How’s your son feeling today?’’,
“Did they catch it early?”’ asked of an
employee whose family member was
just diagnosed with cancer, or ‘“Will
your daughter be OK?’’). However, this
exception does not apply where an em-
ployer follows up a question concerning
a family member’s general health with
questions that are probing in nature,
such as whether other family members
have the condition, or whether the in-
dividual has been tested for the condi-
tion, because the covered entity should
know that these questions are likely to
result in the acquisition of genetic in-
formation;

(C) A manager, supervisor, union rep-
resentative, or employment agency
representative learns genetic informa-
tion from the individual or a third-
party without having solicited or
sought the information (e.g., where a
manager or supervisor receives an un-
solicited email about the health of an
employee’s family member from a co-
worker); or

(D) A manager, supervisor, union rep-
resentative, or employment agency
representative inadvertently learns ge-
netic information from a social media
platform which he or she was given
permission to access by the creator of
the profile at issue (e.g., a supervisor
and employee are connected on a social
networking site and the employee pro-
vides family medical history on his
page).

(2) Where a covered entity offers
health or genetic services, including
such services offered as part of a vol-
untary wellness program.
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(i) This
where—

(A) The provision of genetic informa-
tion by the individual is voluntary,
meaning the covered entity neither re-
quires the individual to provide genetic
information nor penalizes those who
choose not to provide it;

(B) The individual provides prior
knowing, voluntary, and written au-
thorization, which may include author-
ization in electronic format. This re-
quirement is only met if the covered
entity uses an authorization form that:

(I) Is written so that the individual
from whom the genetic information is
being obtained is reasonably likely to
understand it;

(2) Describes the type of genetic in-
formation that will be obtained and the
general purposes for which it will be
used; and

(3) Describes the restrictions on dis-
closure of genetic information;

(C) Individually identifiable genetic
information is provided only to the in-
dividual (or family member if the fam-
ily member is receiving genetic serv-
ices) and the licensed health care pro-
fessionals or board certified genetic
counselors involved in providing such
services, and is not accessible to man-
agers, supervisors, or others who make
employment decisions, or to anyone
else in the workplace; and

(D) Any individually identifiable ge-
netic information provided under para-
graph (b)(2) of this section is only
available for purposes of such services
and is not disclosed to the covered en-
tity except in aggregate terms that do
not disclose the identity of specific in-
dividuals (a covered entity will not vio-
late the requirement that it receive in-
formation only in aggregate terms if it
receives information that, for reasons
outside the control of the provider or
the covered entity (such as the small
number of participants), makes the ge-
netic information of a particular indi-
vidual readily identifiable with no ef-
fort on the covered entity’s part).

(ii) Consistent with the requirements
of paragraph (b)(2)(i) of this section, a
covered entity may not offer a finan-
cial inducement for individuals to pro-
vide genetic information, but may offer
financial inducements for completion
of health risk assessments that include

exception applies only
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questions about family medical history
or other genetic information, provided
the covered entity makes clear, in lan-
guage reasonably likely to be under-
stood by those completing the health
risk assessment, that the inducement
will be made available whether or not
the participant answers questions re-
garding genetic information. For ex-
ample:

(A) A covered entity offers $150 to
employees who complete a health risk
assessment with 100 questions, the last
20 of them concerning family medical
history and other genetic information.
The instructions for completing the
health risk assessment make clear that
the inducement will be provided to all
employees who respond to the first 80
questions, whether or not the remain-
ing 20 questions concerning family
medical history and other genetic in-
formation are answered. This health
risk assessment does not violate Title
II of GINA.

(B) Same facts as the previous exam-
ple, except that the instructions do not
indicate which questions request ge-
netic information; nor does the assess-
ment otherwise make clear which ques-
tions must be answered in order to ob-
tain the inducement. This health risk
assessment violates Title II of GINA.

(iii) A covered entity may offer fi-
nancial inducements to encourage indi-
viduals who have voluntarily provided
genetic information (e.g., family med-
ical history) that indicates that they
are at increased risk of acquiring a
health condition in the future to par-
ticipate in disease management pro-
grams or other programs that promote
healthy lifestyles, and/or to meet par-
ticular health goals as part of a health
or genetic service. However, to comply
with Title II of GINA, these programs
must also be offered to individuals with
current health conditions and/or to in-
dividuals whose lifestyle choices put
them at increased risk of developing a
condition. For example:

(A) Employees who voluntarily dis-
close a family medical history of diabe-
tes, heart disease, or high blood pres-
sure on a health risk assessment that
meets the requirements of (b)(2)(ii) of
this section and employees who have a
current diagnosis of one or more of
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these conditions are offered $150 to par-
ticipate in a wellness program designed
to encourage weight loss and a healthy
lifestyle. This does not violate Title II
of GINA.

(B) The program in the previous ex-
ample offers an additional inducement
to individuals who achieve certain
health outcomes. Participants may
earn points toward ‘‘prizes’” totaling
$150 in a single year for lowering their
blood pressure, glucose, and cholesterol
levels, or for losing weight. This in-
ducement would not violate Title II of
GINA.

(iv) Nothing contained in
§1635.8(b)(2)(iii) limits the rights or
protections of an individual under the
Americans with Disabilities Act (ADA),
as amended, or other applicable civil
rights laws, or under the Health Insur-
ance Portability and Accountability
Act (HIPAA), as amended by GINA. For
example, if an employer offers a finan-
cial inducement for participation in
disease management programs or other
programs that promote healthy life-
styles and/or require individuals to
meet particular health goals, the em-
ployer must make reasonable accom-
modations to the extent required by
the ADA, that is, the employer must
make ‘‘modifications or adjustments
that enable a covered entity’s em-
ployee with a disability to enjoy equal
benefits and privileges of employment
as are enjoyed by its other similarly
situated employees without disabil-
ities”” unless ‘‘such covered entity can
demonstrate that the accommodation
would impose an undue hardship on the
operation of its business.” 29 CFR
1630.2(0)(1)(iii); 29 CFR 1630.9(a). In ad-
dition, if the employer’s wellness pro-
gram provides (directly, through reim-
bursement, or otherwise) medical care
(including genetic counseling), the pro-
gram may constitute a group health
plan and must comply with the special
requirements for wellness programs
that condition rewards on an indi-
vidual satisfying a standard related to
a health factor, including the require-
ment to provide an individual with a
‘“‘reasonable alternative (or waiver of
the otherwise applicable standard)”’
under HIPAA, when ‘‘it is unreasonably
difficult due to a medical condition to
satisfy” or ‘‘medically inadvisable to

§1635.8

attempt to satisfy’’ the otherwise ap-
plicable standard. See section 9802 of
the Internal Revenue Code (26 U.S.C.
9802, 26 CFR 54.9802-1 and 54.9802-3T),
section 702 of the Employee Retirement
Income Security Act of 1974 (ERISA)
(29 U.S.C. 1182, 29 CFR 2590.702 and
2590.702-1), and section 2705 of the Pub-
lic Health Service Act (45 CFR 146.121
and 146.122).

(3) Where the covered entity requests
family medical history to comply with
the certification provisions of the
Family and Medical Leave Act of 1993
(29 U.S.C. 2601 et seq.) or State or local
family and medical leave laws, or pur-
suant to a policy (even in the absence
of requirements of Federal, State, or
local leave laws) that permits the use
of leave to care for a sick family mem-
ber and that requires all employees to
provide information about the health
condition of the family member to sub-
stantiate the need for leave.

(4) Where the covered entity acquires
genetic information from documents
that are commercially and publicly
available for review or purchase, in-
cluding newspapers, magazines, peri-
odicals, or books, or through electronic
media, such as information commu-
nicated through television, movies, or
the Internet, except that this exception
does not apply—

(i) To medical databases, court
records, or research databases avail-
able to scientists on a restricted basis;

(ii) To genetic information acquired
through sources with limited access,
such as social networking sites and
other media sources which require per-
mission to access from a specific indi-
vidual or where access is conditioned
on membership in a particular group,
unless the covered entity can show
that access is routinely granted to all
who request it;

(iii) To genetic information obtained
through commercially and publicly
available sources if the covered entity
sought access to those sources with the
intent of obtaining genetic informa-
tion; or

(iv) To genetic information obtained
through media sources, whether or not
commercially and publicly available, if
the covered entity is likely to acquire
genetic information by accessing those
sources, such as Web sites and on-line
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discussion groups that focus on issues
such as genetic testing of individuals
and genetic discrimination.

(6) Where the covered entity acquires
genetic information for use in the ge-
netic monitoring of the biological ef-
fects of toxic substances in the work-
place. In order for this exception to
apply, the covered entity must provide
written notice of the monitoring to the
individual and the individual must be
informed of the individual monitoring
results. The covered entity may not re-
taliate or otherwise discriminate
against an individual due to his or her
refusal to participate in genetic moni-
toring that is not required by federal
or state law. This exception further
provides that such monitoring:

(i) Is either required by federal or
state law or regulation, or is conducted
only where the individual gives prior
knowing, voluntary and written au-
thorization. The requirement for indi-
vidual authorization is only met if the
covered entity uses an authorization
form that:

(A) Is written so that the individual
from whom the genetic information is
being obtained is reasonably likely to
understand the form;

(B) Describes the genetic information
that will be obtained; and

(C) Describes the restrictions on dis-
closure of genetic information;

(ii) Is conducted in compliance with
any Federal genetic monitoring regula-
tions, including any regulations that
may be promulgated by the Secretary
of Labor pursuant to the Occupational
Safety and Health Act of 1970 (29 U.S.C.
6561 et seq.), the Federal Mine Safety
and Health Act of 1977 (30 U.S.C. 801 et
seq.), or the Atomic Energy Act of 1954
(42 U.S.C. 2011 et seq.); or State genetic
monitoring regulations, in the case of a
State that is implementing genetic
monitoring regulations under the au-
thority of the Occupational Safety and
Health Act of 1970 (29 U.S.C. 651 et seq.);
and

(iii) Provides for reporting of the re-
sults of the monitoring to the covered
entity, excluding any licensed health
care professional or board certified ge-
netic counselor involved in the genetic
monitoring program, only in aggregate
terms that do not disclose the identity
of specific individuals.
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(6) Where an employer conducts DNA
analysis for law enforcement purposes
as a forensic laboratory or for purposes
of human remains identification and
requests or requires genetic informa-
tion of its employees, apprentices, or
trainees, but only to the extent that
the genetic information is used for
analysis of DNA identification markers
for quality control to detect sample
contamination and is maintained and
disclosed in a manner consistent with
such use.

(c) Inquiries Made of Family Members
Concerning a Manifested Disease, Dis-
order, or Pathological Condition. (1) A
covered entity does not violate this
section when it requests, requires, or
purchases information about a mani-
fested disease, disorder, or pathological
condition of an employee, member, or
apprenticeship program participant
whose family member is an employee
for the same employer, a member of
the same labor organization, or a par-
ticipant in the same apprenticeship
program. For example, an employer
will not violate this section by asking
someone whose sister also works for
the employer to take a post-offer med-
ical examination that does not include
requests for genetic information.

(2) A covered entity does not violate
this section when it requests, requires,
or purchases genetic information or in-
formation about the manifestation of a
disease, disorder, or pathological con-
dition of an individual’s family mem-
ber who is receiving health or genetic
services on a voluntary basis. For ex-
ample, an employer does not unlaw-
fully acquire genetic information
about an employee when it asks the
employee’s family member who is re-
ceiving health services from the em-
ployer if her diabetes is under control.

(d) Medical examinations related to em-
ployment. The prohibition on acquisi-
tion of genetic information, including
family medical history, applies to med-
ical examinations related to employ-
ment. A covered entity must tell
health care providers not to collect ge-
netic information, including family
medical history, as part of a medical
examination intended to determine the
ability to perform a job, and must take
additional reasonable measures within
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its control if it learns that genetic in-
formation is being requested or re-
quired. Such reasonable measures may
depend on the facts and circumstances
under which a request for genetic infor-
mation was made, and may include no
longer using the services of a health
care professional who continues to re-
quest or require genetic information
during medical examinations after
being informed not to do so.

(e) A covered entity may not use ge-
netic information obtained pursuant to
subparagraphs (b) or (c) of this section
to discriminate, as defined by §§1635.4,
1635.5, or 1635.6, and must keep such in-
formation confidential as required by
§1635.9.

EFFECTIVE DATE NOTE: At 81 FR 31157, May
17, 2016, effective July 18, 2016, §1635.8 was

amended by:
a. Redesignating paragraphs (b)(2)(1)(A)
through (D) as paragraphs (b)(2)3)(B)

through (E);

b. Adding new paragraph (b)(2)(i)(A);

c. Revising paragraph (b)(2)(ii) introduc-
tory text;
d. Redesignating paragraphs (b)(2)(iii) and
(iv) as paragraphs (b)(2)(vi) and (vii);
e. Adding new paragraphs
through (v);

f. Revising newly redesignated paragraph
(b)(2)(vii); and

g. Revising paragraph (c)(2).

For the convenience of the user, the added
and revised text is set forth as follows:

(b)(2)(iii)

§1635.8 Acquisition of genetic information.

* * * * *

(b) * * *

(2) * * *

(i) * * *

(A) The health or genetic services, includ-
ing any acquisition of genetic information
that is part of those services, are reasonably
designed to promote health or prevent dis-
ease. A program satisfies this standard if it
has a reasonable chance of improving the
health of, or preventing disease in, partici-
pating individuals, and it is not overly bur-
densome, is not a subterfuge for violating
Title II of GINA or other laws prohibiting
employment discrimination, and is not high-
ly suspect in the method chosen to promote
health or prevent disease. A program is not
reasonably designed to promote health or
prevent disease if it imposes a penalty or dis-
advantage on an individual because a
spouse’s manifestation of disease or disorder
prevents or inhibits the spouse from partici-
pating or from achieving a certain health
outcome. For example, an employer may not
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deny an employee an inducement for partici-
pation of either the employee or the spouse
in an employer-sponsored wellness program
because the employee’s spouse has blood
pressure, a cholesterol level, or a blood glu-
cose level that the employer considers too
high. In addition, a program consisting of a
measurement, test, screening, or collection
of health-related information without pro-
viding participants with results, follow-up
information, or advice designed to improve
the participant’s health is not reasonably de-
signed to promote health or prevent disease,
unless the collected information actually is
used to design a program that addresses at
least a subset of conditions identified.
Whether health or genetic services are rea-
sonably designed to promote health or pre-
vent disease is evaluated in light of all the
relevant facts and circumstances.

* * * * *

(ii) Consistent with, and in addition to, the
requirements of paragraph (b)(2)(i) of this
section, a covered entity may not offer an in-
ducement (financial or in-kind), whether in
the form of a reward or penalty, for individ-
uals to provide genetic information, except
as described in paragraphs (b)(2)(iii) and (iv)
of this section, but may offer inducements
for completion of health risk assessments
that include questions about family medical
history or other genetic information, pro-
vided the covered entity makes clear, in lan-
guage reasonably likely to be understood by
those completing the health risk assessment,
that the inducement will be made available
whether or not the participant answers ques-
tions regarding genetic information.

* * * * *

(iii) Consistent with, and in addition to,
the requirements of paragraphs (b)(2)(i) and
(ii) of this section, a covered entity may
offer an inducement to an employee whose
spouse provides information about the
spouse’s manifestation of disease or disorder
as part of a health risk assessment. No in-
ducement may be offered, however, in return
for the spouse’s providing his or her own ge-
netic information, including results of his or
her genetic tests, or for information about
the manifestation of disease or disorder in an
employee’s children or for genetic informa-
tion about an employee’s children, including
adult children. The health risk assessment,
which may include a medical questionnaire,
a medical examination (e.g., to detect high
blood pressure or high cholesterol), or both,
must otherwise comply with paragraph
(b)(2)(i) of this section in the same manner as
if completed by the employee, including the
requirement that the spouse provide prior,
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knowing, voluntary, and written authoriza-
tion, and the requirement that the author-
ization form describe the confidentiality pro-
tections and restrictions on the disclosure of
genetic information. The health risk assess-
ment must also be administered in connec-
tion with the spouse’s receipt of health or
genetic services offered by the employer, in-
cluding such services offered as part of an
employer-sponsored wellness program. When
an employee and spouse are given the oppor-
tunity to participate in an employer-spon-
sored wellness program, the inducement to
each may not exceed:

(A) Thirty percent of the total cost of self-
only coverage under the group health plan in
which the employee is enrolled, if enroll-
ment in the plan is a condition for participa-
tion in the employer-sponsored wellness pro-
gram. For example, if an employee is en-
rolled in health insurance through the em-
ployer at a total cost (taking into account
both employer and employee contributions
toward the cost of coverage) of $14,000 for
family coverage, that plan has a self-only op-
tion for $6,000, and the employer provides the
option of participating in a wellness program
to the employee and spouse because they are
enrolled in the plan, the employer may not
offer more than $1,800 to the employee and
$1,800 to the spouse.

(B) Thirty percent of the total cost of self-
only coverage under the group health plan
offered by the employer where the employer
offers a single group health plan, but partici-
pation in a wellness program does not depend
on the employee’s or spouse’s enrollment in
that plan. For example, if the employer of-
fers one group health plan and self-only cov-
erage under that plan costs $7,000, and the
employer provides the option of participa-
tion in a wellness program to the employee
and the spouse, the employer may not offer
more than $2,100 to the employee and $2,100
to the spouse.

(C) Thirty percent of the total cost of the
lowest cost self-only coverage under a major
medical group health plan offered by the em-
ployer, if the employer offers more than one
group health plan but enrollment in a par-
ticular plan is not a condition for participa-
tion in the wellness program. For example, if
the employer has more than one major med-
ical group health plan under which self-only
coverage ranges in cost from $5,000 to $8,000,
and the employer provides the option of par-
ticipation in a wellness program to the em-
ployee and the spouse, the employer may not
offer more than $1,500 to the employee and
$1,500 to the spouse.

(D) Thirty percent of the cost of self-only
coverage available to an individual who is 40
years old and a non-smoker under the second
lowest cost Silver Plan available through the
Exchange in the location that the employer
identifies as its principal place of business is
located, where the employer has no group
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health plan. For example, if the cost of in-
suring a 40-year-old non-smoker is $4,000 an-
nually, the maximum inducement the em-
ployer could offer the employee and the
spouse would be no more than $1,200 each.

(iv) A covered entity may not, however,
condition participation in an employer-spon-
sored wellness program or provide any in-
ducement to an employee, or the spouse or
other covered dependent of the employee, in
exchange for an agreement permitting the
sale, exchange, sharing, transfer, or other
disclosure of genetic information, including
information about the manifestation of dis-
ease or disorder of an employee’s family
member (except to the extent permitted by
paragraph (b)(2)(i)(D)) of this section, or oth-
erwise waiving the protections of §1635.9.

(v) A covered entity may not deny access
to health insurance or any package of health
insurance benefits to an employee, or the
spouse or other covered dependent of the em-
ployee, or retaliate against an employee, due
to a spouse’s refusal to provide information
about his or her manifestation of disease or
disorder to an employer-sponsored wellness
program.

* * * * *

(vii) Nothing contained in paragraphs
(b)(2)(ii) through (v) of this section limits
the rights or protections of an individual
under the Americans with Disabilities Act
(ADA), as amended, or other applicable civil
rights laws, or under the Health Insurance
Portability and Accountability Act (HIPAA),
as amended by GINA. For example, if an em-
ployer offers an inducement for participation
in disease management programs or other
programs that promote healthy lifestyles
and/or require individuals to meet particular
health goals, the employer must make rea-
sonable accommodations to the extent re-
quired by the ADA; that is, the employer
must make modifications or adjustments
that enable a covered entity’s employee with
a disability to enjoy equal benefits and privi-
leges of employment as are enjoyed by its
other similarly situated employees without
disabilities unless such covered entity can
demonstrate that the accommodation would
impose an undue hardship on the operation
of its business. See 29 CFR 1630.2(0)(1)(iii) and
29 CFR 1630.9(a). In addition, if the employ-
er’s wellness program provides (directly,
through reimbursement, or otherwise) med-
ical care (including genetic counseling), the
program may constitute a group health plan
and must comply with the special require-
ments for employer-sponsored wellness pro-
grams that condition rewards on an indi-
vidual satisfying a standard related to a
health factor, including the requirement to
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provide an individual with a reasonable al-
ternative (or waiver of the otherwise applica-
ble standard) under HIPAA, when it is unrea-
sonably difficult due to a medical condition
to satisfy or medically inadvisable to at-
tempt to satisfy the otherwise applicable
standard. See section 9802 of the Internal
Revenue Code (26 U.S.C. 9802, 26 CFR 54.9802—
1 and 54.9802-3T), section 702 of the Employee
Retirement Income Security Act of 1974
(ERISA) (29 U.S.C. 1182, 29 CFR 2590.702 and
2590.702-1), and section 2705 of the Public
Health Service (PHS) Act (45 CFR 146.121,
146.122, and 147.110), as amended by section
1201 of the Affordable Care Act.

* * * * *

(C) * % %

(2) A covered entity does not violate this
section when it requests, requires, or pur-
chases genetic information or information
about the manifestation of a disease, dis-
order, or pathological condition of an indi-
vidual’s family member who is receiving
health or genetic services on a voluntary
basis, as long as the requirements of para-
graph (b)(2) of this section, including those
concerning authorization and inducements,
are met. For example, an employer does not
unlawfully acquire genetic information
about an employee when it asks the employ-
ee’s family member who is receiving health
services from the employer if her diabetes is
under control. Nor does an employer unlaw-
fully acquire genetic information about an
employee when it seeks information—
through a medical questionnaire, a medical
examination, or both—about the manifesta-
tion of disease, disorder, or pathological con-
dition of the employee’s family member who
is completing a health risk assessment on a
voluntary basis in connection with the fam-
ily member’s receipt of health or genetic
services (including health or genetic services
provided as part of an employer-sponsored
wellness program) offered by the employer in
compliance with paragraph (b)(2) of this sec-
tion.

* * * * *

§1635.9 Confidentiality.

(a) Treatment of genetic information. (1)
A covered entity that possesses genetic
information in writing about an em-
ployee or member must maintain such
information on forms and in medical
files (including where the information
exists in electronic forms and files)
that are separate from personnel files
and treat such information as a con-
fidential medical record.

§1635.9

(2) A covered entity may maintain
genetic information about an employee
or member in the same file in which it
maintains confidential medical infor-
mation subject to section 102(d)(3)(B) of
the Americans with Disabilities Act, 42
U.S.C. 12112(d)(3)(B).

(3) Genetic information that a cov-
ered entity receives orally need not be
reduced to writing, but may not be dis-
closed, except as permitted by this
part.

(4) Genetic information that a cov-
ered entity acquires through sources
that are commercially and publicly
available, as provided by, and subject
to the limitations in, 1635.8(b)(4) of this
part, is not considered confidential ge-
netic information, but may not be used
to discriminate against an individual
as described in §§1635.4, 1635.5, or 1635.6
of this part.

(5) Genetic information placed in per-
sonnel files prior to November 21, 2009
need not be removed and a covered en-
tity will not be liable under this part
for the mere existence of the informa-
tion in the file. However, the prohibi-
tions on use and disclosure of genetic
information apply to all genetic infor-
mation that meets the statutory defi-
nition, including genetic information
requested, required, or purchased prior
to November 21, 2009.

(b) Exceptions to limitations on disclo-
sure. A covered entity that possesses
any genetic information, regardless of
how the entity obtained the informa-
tion (except for genetic information ac-
quired through commercially and pub-
licly available sources), may not dis-
close it except:

(1) To the employee or member (or
family member if the family member is
receiving the genetic services) about
whom the information pertains upon
receipt of the employee’s or member’s
written request;

(2) To an occupational or other
health researcher if the research is
conducted in compliance with the regu-
lations and protections provided for
under 45 CFR part 46;

(3) In response to an order of a court,
except that the covered entity may dis-
close only the genetic information ex-
pressly authorized by such order; and if
the court order was secured without
the knowledge of the employee or
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member to whom the information re-
fers, the covered entity shall inform
the employee or member of the court
order and any genetic information that
was disclosed pursuant to such order;

(4) To government officials inves-
tigating compliance with this title if
the information is relevant to the in-
vestigation;

(5) To the extent that such disclosure
is made in support of an employee’s
compliance with the certification pro-
visions of section 103 of the Family and
Medical Leave Act of 1993 (29 U.S.C.
2613) or such requirements under State
family and medical leave laws; or

(6) To a Federal, State, or local pub-
lic health agency only with regard to
information about the manifestation of
a disease or disorder that concerns a
contagious disease that presents an im-
minent hazard of death or life-threat-
ening illness, provided that the indi-
vidual whose family member is the
subject of the disclosure is notified of
such disclosure.

(c) Relationship to HIPAA Privacy Reg-
ulations. Pursuant to §1635.11(d) of this
part, nothing in this section shall be
construed as applying to the use or dis-
closure of genetic information that is
protected health information subject
to the regulations issued pursuant to
section 264(c) of the Health Insurance
Portability and Accountability Act of
1996.

§1635.10 Enforcement and remedies.

(a) Powers and procedures: The fol-
lowing powers and procedures shall
apply to allegations that Title II of
GINA has been violated:

(1) The powers and procedures pro-
vided to the Commission, the Attorney
General, or any person by sections 705
through 707 and 709 through 711 of the
Civil Rights Act of 1964, 42 U.S.C. 2000e—
4 through 2000e-6 and 2000e-8 through
2000e-10, where the alleged discrimina-
tion is against an employee defined in
1635.2(c)(1) of this part or against a
member of a labor organization;

(2) The powers and procedures pro-
vided to the Commission and any per-
son by sections 302 and 304 of the Gov-
ernment Employees Rights Act, 42
U.S.C. 2000e-16b and 2000e-16c, and in
regulations at 29 CFR part 1603, where
the alleged discrimination is against
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an employee as defined in §1635.2(c)(2)
of this part;

(3) The powers and procedures pro-
vided to the Board of Directors of the
Office of Compliance and to any person
under the Congressional Account-
ability Act, 2 U.S.C. 1301 et seq. (includ-
ing the provisions of Title 3 of that act,
2 U.S.C. 1381 et seq.), where the alleged
discrimination is against an employee
defined in §1635.2(c)(3) of this part;

(4) The powers and procedures pro-
vided in 3 U.S.C. 451 et seq., to the
President, the Commission, or any per-
son in connection with an alleged vio-
lation of section 3 U.S.C. 411(a)(1),
where the alleged discrimination is
against an employee defined in
§1635.2(c)(4) of this part;

(6) The powers and procedures pro-
vided to the Commission, the Librarian
of Congress, and any person by section
717 of the Civil Rights Act, 42 U.S.C.
2000e-16, where the alleged discrimina-
tion is against an employee defined in
§1635.2(c)(5) of this part.

(b) Remedies. The following remedies
are available for violations of GINA
sections 202, 203, 204, 205, 206, and 207(f):

(1) Compensatory and punitive dam-
ages as provided for, and limited by, 42
U.S.C. 1981a(a)(1) and (b);

(2) Reasonable attorney’s fees, in-
cluding expert fees, as provided for, and
limited by, 42 U.S.C. 1988(b) and (c); and

(3) Injunctive relief, including rein-
statement and hiring, back pay, and
other equitable remedies as provided
for, and limited by, 42 U.S.C. 2000e-5(g).

(c) Posting of Notices. (1) Every cov-
ered entity shall post and keep posted
in conspicuous places upon its premises
where notices to employees, applicants
for employment, and members are cus-
tomarily posted a notice to be prepared
or approved by the Commission setting
forth excerpts from or, summaries of,
the pertinent provisions of this regula-
tion and information pertinent to the
filing of a complaint.

(2) A willful violation of this require-
ment shall be punishable by a fine of
not more than $100 for each separate
offense.

§1635.11 Construction.

(a) Relationship to other laws,
erally. This part does not—

gen-
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(1) Limit the rights or protections of
an individual under any other Federal,
State, or local law that provides equal
or greater protection to an individual
than the rights or protections provided
for under this part, including the
Americans with Disabilities Act of 1990
(42 U.S.C. 12101 et seq.), the Rehabilita-
tion Act of 1973 (29 U.S.C. 701 et seq.),
and State and local laws prohibiting
genetic discrimination or discrimina-
tion on the basis of disability;

(2) Apply to the Armed Forces Repos-
itory of Specimen Samples for the
Identification of Remains;

(3) Limit or expand the protections,
rights, or obligations of employees or
employers under applicable workers’
compensation laws;

(4) Limit the authority of a Federal
department or agency to conduct or
sponsor occupational or other health
research in compliance with the regu-
lations and protections provided for
under 45 CFR part 46;

(5) Limit the statutory or regulatory
authority of the Occupational Safety
and Health Administration or the Mine
Safety and Health Administration to
promulgate or enforce workplace safe-
ty and health laws and regulations; or

(6) Require any specific benefit for an
employee or member or a family mem-
ber of an employee or member (such as
additional coverage for a particular
health condition that may have a ge-
netic basis) under any group health
plan or health insurance issuer offering
group health insurance coverage in
connection with a group health plan.

(b) Relation to certain Federal laws
governing health coverage—(1) General:
Nothing in GINA Title II provides for
enforcement of, or penalties for, viola-
tion of any requirement or prohibition
of a covered entity subject to enforce-
ment under:

(i) Amendments made by Title I of
GINA.

(ii) Section 701(a) of the Employee
Retirement Income Security Act (29
U.S.C. 1181) (ERISA), section 2704(a) of
the Public Health Service Act, and sec-
tion 9801(a) of the Internal Revenue
Code (26 U.S.C. 9801(a)), as such sec-
tions apply with respect to genetic in-
formation pursuant to section
701(b)(1)(B) of ERISA, section
2704(b)(1)(B) of the Public Health Serv-
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ice Act, and section 9801(b)(1)(B) of the
Internal Revenue Code, respectively, of
such sections, which prohibit a group
health plan or a health insurance
issuer in the group market from impos-
ing a preexisting condition exclusion
based solely on genetic information, in
the absence of a diagnosis of a condi-
tion;

(iii) Section 702(a)(1)(F) of ERISA (29
U.S.C. 1182(a)(1)(F')), section 2705(a)(6)
of the Public Health Service Act, and
section 9802(a)(1)(F) of the Internal
Revenue Code (26 U.S.C. 9802(a)(1)(F)),
which prohibit a group health plan or a
health insurance issuer in the group
market from discriminating against in-
dividuals in eligibility and continued
eligibility for benefits based on genetic
information; or

(iv) Section 702(b)(1) of ERISA (29
U.S.C. 1182(b)(1)), section 2705(b)(1) of
the Public Health Service Act, and sec-
tion 9802(b)(1) of the Internal Revenue
Code (26 U.S.C. 9802(b)(1)), as such sec-
tions apply with respect to genetic in-
formation as a health status-related
factor, which prohibit a group health
plan or a health insurance issuer in the
group market from discriminating
against individuals in premium or con-
tribution rates under the plan or cov-
erage based on genetic information.

(2) Application. The application of
paragraph (b)(1) of this section is in-
tended to prevent Title II causes of ac-
tion from being asserted regarding
matters subject to enforcement under
Title I or the other genetics provisions
for group coverage in ERISA, the Pub-
lic Health Service Act, and the Inter-
nal Revenue Code. The firewall seeks
to ensure that health plan or issuer
provisions or actions are addressed and
remedied through ERISA, the Public
Health Service Act, or the Internal
Revenue Code, while actions taken by
employers and other GINA Title II cov-
ered entities are remedied through
GINA Title II. Employers and other
GINA Title II covered entities would
remain liable for any of their actions
that violate Title II, even where those
actions involve access to health bene-
fits, because such benefits are within
the definition of compensation, terms,
conditions, or privileges of employ-
ment. For example, an employer that
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fires an employee because of antici-
pated high health claims based on ge-
netic information remains subject to
liability under Title II. On the other
hand, health plan or issuer provisions
or actions related to the imposition of
a preexisting condition exclusion; a
health plan’s or issuer’s discrimination
in health plan eligibility, benefits, or
premiums based on genetic informa-
tion; a health plan’s or issuer’s request
that an individual undergo a genetic
test; and/or a health plan’s or issuer’s
collection of genetic information re-
main subject to enforcement under
Title I exclusively. For example:

(i) If an employer contracts with a
health insurance issuer to request ge-
netic information, the employer has
committed a Title II violation. In addi-
tion, the issuer may have violated
Title I of GINA.

(ii) If an employer directs his em-
ployees to undergo mandatory genetic
testing in order to be eligible for
health benefits, the employer has com-
mitted a Title II violation.

(iii) If an employer or union amends
a health plan to require an individual
to undergo a genetic test, then the em-
ployer or union is liable for a violation
of Title II. In addition, the health
plan’s implementation of the require-
ment may subject the health plan to li-
ability under Title I.

(c) Relationship to authorities under
GINA Title I. GINA Title II does not
prohibit any group health plan or
health insurance issuer offering group
health insurance coverage in connec-
tion with a group health plan from en-
gaging in any action that is authorized
under any provision of law noted in
§1635.11(b) of this part, including any
implementing regulations noted in
§1635.11(b).

(d) Relationship to HIPAA Privacy Reg-
ulations. This part does not apply to ge-
netic information that is protected
health information subject to the regu-
lations issued by the Secretary of
Health and Human Services pursuant
to section 264(c) of the Health Insur-
ance Portability and Accountability
Act of 1996.

EFFECTIVE DATE NOTE: At 81 FR 31159, May
17, 2016, §1635.11 was amended by revising
paragraphs (b)(1)(iii) and (iv), effective July

29 CFR Ch. XIV (7-1-16 Edition)

18, 2016. For the convenience of the user, the
revised text is set forth as follows:

§1635.11 Construction.

* * * * *

(b) * %k %

(1) * % %

(iii) Section 702(a)(1)(F) of ERISA (29
U.S.C. 1182(a)(1)(F)), section 2705(a)(6) of the
PHS Act, as amended by section 1201 of the
Affordable Care Act and section 9802(a)(1)(F)
of the Internal Revenue Code (26 U.S.C.
9802(a)(1)(F')), which prohibit a group health
plan or a health insurance issuer in the
group or individual market from discrimi-
nating against individuals in eligibility and
continued eligibility for benefits based on
genetic information; or

(iv) Section 702(b)(1) of ERISA (29 U.S.C.
1182(b)(1)), section 2705(b)(1) of the PHS Act,
as amended by section 1201 of the Affordable
Care Act and section 9802(b)(1) of the Inter-
nal Revenue Code (26 U.S.C. 9802(b)(1)), as
such sections apply with respect to genetic
information as a health status-related fac-
tor, which prohibit a group health plan or a
health insurance issuer in the group or indi-
vidual market from discriminating against
individuals in premium or contribution rates
under the plan or coverage based on genetic
information.

* * * * *

§1635.12 Medical information that is
not genetic information.

(a) Medical information about a mani-
fested disease, disorder, or pathological
condition. (1) A covered entity shall not
be considered to be in violation of this
part based on the use, acquisition, or
disclosure of medical information that
is not genetic information about a
manifested disease, disorder, or patho-
logical condition of an employee or
member, even if the disease, disorder,
or pathological condition has or may
have a genetic basis or component.

(2) Notwithstanding paragraph (a)(1)
of this section, the acquisition, use,
and disclosure of medical information
that is not genetic information about a
manifested disease, disorder, or patho-
logical condition is subject to applica-
ble limitations under sections 103(d)(1)—
(4) of the Americans with Disabilities
Act (42 U.S.C. 12112(d)(1)-(4)), and regu-
lations at 29 CFR 1630.13, 1630.14, and
1630.16.
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(b) Genetic information related to a
manifested disease, disorder, or patholog-
ical condition. Notwithstanding para-
graph (a) of this section, genetic infor-
mation about a manifested disease, dis-
order, or pathological condition is sub-
ject to the requirements and prohibi-
tions in sections 202 through 206 of
GINA and §§1635.4 through 1635.9 of this
part.

PART 1640—PROCEDURES FOR CO-
ORDINATING THE INVESTIGATION
OF COMPLAINTS OR CHARGES
OF EMPLOYMENT DISCRIMINA-
TION BASED ON DISABILITY SUB-
JECT TO THE AMERICANS WITH
DISABILITIES ACT AND SECTION
504 OF THE REHABILITATION ACT
OF 1973

Sec.

1640.1
1640.2
1640.3
1640.4

Purpose and application.

Definitions.

Exchange of information.

Confidentiality.

1640.5 Date of receipt.

1640.6 Processing of complaints of employ-
ment discrimination filed with an agency
other than the EEOC.

1640.7 Processing of charges of employment
discrimination filed with the EEOC.

1640.8 Processing of complaints or charges
of employment discrimination filed with
both the EEOC and a section 504 agency.

1640.9 Processing of complaints or charges
of employment discrimination filed with
a designated agency and either a section
504 agency, the EEOC, or both.

1640.10 Section 504 agency review of deferred
complaints.

1640.11 EEOC review of deferred charges.

1640.12 Standards.

1640.13 Agency specific memoranda of un-
derstanding.

AUTHORITY: 5 U.S.C. 301; 29 U.S.C. 794(d); 42
U.S.C. 12117(b).

SOURCE: 59 FR 39904, 39908, Aug. 4, 1994, un-
less otherwise noted.

§1640.1 Purpose and application.

(a) This part establishes the proce-
dures to be followed by the Federal
agencies responsible for processing and
resolving complaints or charges of em-
ployment discrimination filed against
recipients of Federal financial assist-
ance when jurisdiction exists under
both section 504 and title 1.

§1640.2

(b) This part also repeats the provi-
sions established by 28 CFR 35.171 for
determining which Federal agency
shall process and resolve complaints or
charges of employment discrimination:

(1) That fall within the overlapping
jurisdiction of titles I and II (but are
not covered by section 504); and

(2) That are covered by title II, but
not title I (whether or not they are
also covered by section 504).

(c) This part also describes the proce-
dures to be followed when a complaint
or charge arising solely under section
504 or title I is filed with a section 504
agency or the EEOC.

(d) This part does not apply to com-
plaints or charges against Federal con-
tractors under section 503 of the Reha-
bilitation Act.

(e) This part does not create rights in
any person or confer agency jurisdic-
tion not created or conferred by the
ADA or section 504 over any complaint
or charge.

§1640.2 Definitions.

As used in this part, the term:

Americans with Disabilities Act of 1990
or ADA means the Americans with Dis-
abilities Act of 1990 (Pub. L. 101-336, 104
Stat. 327, 42 U.S.C. 12101-12213 and 47
U.S.C. 225 and 611).

Assistant Attorney General refers to
the Assistant Attorney General, Civil
Rights Division, United States Depart-
ment of Justice, or his or her designee.

Chairman of the Equal Employment Op-
portunity Commission refers to the
Chairman of the United States Equal
Employment Opportunity Commission,
or his or her designee.

Civil Rights Division means the Civil
Rights Division of the United States
Department of Justice.

Designated agency means any one of
the eight agencies designated under
§35.190 of 28 CFR part 35 (the Depart-
ment’s title II regulation) to imple-
ment and enforce title II of the ADA
with respect to the functional areas
within their jurisdiction.

Dual-filed complaint or charge means a
complaint or charge of employment
discrimination that:

(1) Arises under both section 504 and
title I;

(2) Has been filed with both a section
504 agency that has jurisdiction under
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